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return of cell therapy products
Policy 

Any cell therapy product that is returned to (Insert manufacturer name) following distribution must be inspected and meet the criteria listed below, prior to acceptance.
If the criteria are not met, the product cannot be returned to inventory without the specific authorisation of the Facility Director.

Scope

This procedure applies to cellular therapy products returned to (Insert manufacturer name) following distribution.

acceptance criteria
1. The integrity of the primary container is not compromised.

2. The product was maintained within the specified temperature range, from its distribution to return to (Insert manufacturer name).

3. The product was under the control of a qualified courier, or (Insert manufacturer name) or transplant centre personnel at all times.
4. Product has not expired.

Procedure
1. Review the temperature record from the time of distribution from (Insert manufacturer name) until return to (Insert manufacturer name). 

2. Inspect the outer transport container.

3. Inspect the primary product container.

4. Check the expiry date and time.

5. Record the return of the product on a Receipt Form.

6. Notify the Facility Director.

7. Consult with the recipient’s medical consultant regarding product storage, redistribution or disposal. 
8. Record the reasons for the product return, results of the inspections and actions taken on a Change Management.
9. File a hard copy of the Change Management in the product file.

Records

The return of product is recorded in the product file and on a Change Management. 
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